Food and Drug Administration
Center for Food Safety and Applied Nutrition
Office of Special Nutritionals

ARMS#

(12452 |

0 - FRONT



Ta_ﬁ K

= U.S. DEPARTMENT OF HEA=... AND HUMAN SERVICES 1. MPLAINT NUMBER =7
Public Health Service STIL, 4058
FOOD AND DRUG ADMINISTRATION 2. DATE OF COMPLAINT (Month /Day/ Year)
F COMPLAINT / INJURY REPORT 7-3-97
3. a. 4. SOURCE OF COMPLAINT a.
FORM OF ™) ELEPHONE (1 CONSUMER (3) [J TRADE SOURCE
COMPLAINT @ U LeTTER ) L] covernmeNT (4) [J oTHER
@ O visir OLvOs OF  (indicate in Remarks)
5. a. NAME AND ADDRESS (Include ZIP Code) b. AREA CODE AND TELEPHONE NUMBER
COMPLAINANT HOME
IDENTIFICATION
WORK  ( )
6. a. DESCRIPTION OF COMPLAINT / INJURY
Camplainant stated that her nother, 59 years old ad two other woren purchased
(Omitrim Diet Tea fram a distributor that alang with losing weight, this tea
COMPLAINT would also help treat their high blood pressire. Camplainent's mother used the tea approximately
OR INJURY three weeks ard then had a heart attack. (e of the other b. DOES COMPLAINANT EXPECT
wamen, had to be }mpvea]ﬁe’crmth strde-like ADDE'ONAL FOA ‘E%NTACT?
symptams & was told that if it happened again, it would most () L NO (2 L VES
likely be fatal. Ingredient statement listed (see remarks) (if *'Yes" Explain in Remarks)
7. a. EIB b. TYPE SYMPTOMS  ONSET (HR)[ c. ATTENDING HEALTH d. HOSPITALIZATION REQUIRED?
INJURY OR (HFC - 161) ) ] VOMIMNG PROFESSIONAL? ) O No (2))@ YES
ILLNESS NOTIFIED @ [ Nausea mOno @X ves (If "Yes"' give name, address, phone
RESULTED (1) D %g %) [J blarRHEA (If “'Yes” give name, ad- number and dates)
m O no @X] Xés @ O rEvER dress, and phone number)
© [ SKINEYE IRR.
(2) [(XxXves * DATE; ©),. [) HEADACHE
*(f *“yes’ complete fexed 7-7-97 OTHER
items a through d) — 6/19-30/97
beart attack

a. BRAND NAME
Omnitrim

b. PRODUCT NAME
Diet Tea

MEDWATCH FORMS MATLED 7-7-97.

c. SIZE AND PACKAGE TYPE d. NAME AND LOCATION OF STORE WHERE PURCHASED
PRODUCT AND .4 oz paper pkg (powder) Dist:
LABELING e. PACKAGE CODE / SERIAL
NUMBER / ETC. f. DATE PURCHASED PRODUCT USED EMAI
V7142 64541 R O Ve s iy (L N0 | AT REMAINNG
EXP. / USE BY DATE: within past month Date: 2"@ some
9. a. HOME DISTRICT ¢. NAME AND LOCATION OF FIRM (Include ZIP Code) d. IMPORT PRODUCT
MANUFACTURER / DAL-DO Omnitrition International, Inc. m O No
DISTRIBUTOR 5. CF, NO. Carrollton, TX 75006 0
.OF PRODUCT 1643750 ’ 2 YES
10. a. PROBLEM KEY WORD b. DISPOSITION 11. PRODUCT CODE
(1) CODE (2) DESCRIPTION | (1) IMMEDIATE FOLLOW-UP 54ECG09
RX heart attack| @ [D] F/U NEXT El
3 CLOSED WITHOUT FURTHER :
b. EVALUATION ©) VA AR 12. INFORMATION COPIES TO:
EVALUATION (1 &J NOT AN FDA OBLIGATION (4 ] REFERRED TO OTHER FEDERAL [ HFM-860 [ HFz-343
AND @ L[] OBLIGATION, NO VIOLATION AGENCY (Closes File)
DISPOSITION @ XX FDA ACTION INDICATED s O EEEE:%@E(DC TO ST}'__A/T)E/LOCAL Ul HFD-730 0] HFc-161
loses riie,
4 [J INSUFFICIENT INFORMATION © ] REFERRED TO OTHER O] HRv-210 (J HFs-635
UNABLE TO EVALUATE FDA DISTRICT [0 oTHER
7 O REFERRED TO OCI
13. REMARKS Fhedra 20 mgs.  Camplainant wants to know how FDA can let product be sold.

14. NAME AND TITLE OF DISPOSITION OFFICIAL

Dottie Block/CSI/CCC

15. DATE
7-7-97

FORM FDA 2516 (5/94)

*US GPO 1994.301-026/00410

000001




— F A . § a s -
5 i . : i ] ®  T1. COMPLAINT NUMBER ~Sejics_
- . COMPLAINT / INyJURY FOLLOW-UP 1 STT. 4058 TR
3. ACTION REQUESTED (a). REMARKS (Additional details) 530
(1) K INVESTIGATION Assignment 97-0205 Received from HFS-636 requestind 1nvestigation‘%§?
© (2) K] COLLECTSAMPLE at complainant. i g
=% {3) [0 INSPECTION )
=. (4) [J OTHER ' %‘“
(b) REQUESTING OFFICIAL'S NAME AND TITLE (<) DATE REQUESTED (d) PRODUCT NAME S
- Gregory Dizon, SI, KAN-DO 7/15/97 OmniTRIM Herbal Tea =
3; ASSIGNED TO: (a) DUE BY - |a  ACTIONTAKEN (a) SAMPLE NUMBER(s) - g
' (1) K] INVESTIGATION
Randy Baxter, CSO (2) K SAMPLE COLLECTED INV 97-688-870
pringfleld, MO RP 7/31/97 (3) O INSPECTION
: (4) 3 NONE

(b) DESCRIPTION OF ACTION TAKEN

7'- On 7/22/97 I contacted the complainant by phone and arranged to meet her at her residence
,“ later that morning.

"I arrived, interviewed Mrs. collected 4 packets of the OmniTRIM Herbal Tea, and ia,
-=.all promotional literature which accompanied her order. I then prepared a 2 page affidavit >
f”_ _explaingng the method & amount of product ingestion, symptoms, and listed all materials

- - which pere provided by Mrs. I also obtained a signed medical release form and

‘presented it to || 7/22/97 (MED RCDS will be forwarded when received.)

_**During the interview I obtained information needed to contact a second person who had also

* experienced adverse reactions followini use of the OmniTRIM product. The individual's

 rame 1o [N 210 of

~ The product sample (INV 97-688-870 will be shipped toljjjj | ] N 7/23/97 via FedEx.”
Medical Records, copy of collection report & attachments are to be shipped to HFS-636 OSN
via KAN-DO.
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(<) ACTION OFFICIAL'S NAME AND TITLE (d) ACTION DISTRICT (e) DATE COMPLETED .~
Randy D. Baxter, CSO /7 KAN 7}287‘957

5 - MANUFACTURER/DISTRIBUTOR/DEALE%ESPONSIBLE PROGRAM DATA
(a) HOME DIST. (C) NAME AND ADDRESS 7 (a) OPERATION (b) PAC {¢) PRODUCT CODE .
DAL OMNITRITION INTERNATIONAL, INC. 13 21R801 31PDG99 By
(b). CFNO. CARROLLTON, TEXAX 75006 (d) EMP. HOME DIST. |(e) EMP.NO. {(f) POSCL.  [(g) HOURS
' (972) 417-9200 KAN 299 2 8
7. EVALUATION 8. FINAL DISPOSITION
- (O)IX PENDING (1) [0 FOLLOW-UPNEXTEI (5) [] INJUNCTION/PROSECUTION 9. INFO. COPIES TO
(1) "0 NO ACTION INDICATED (NAI)
"(2) 0 VOLUNTARY ACTION INDICATED(VAI) | (2) [J WARNING LETTER (6) [J REFERRED TO OTHER AGENCY O HFB-100
(3) O OFFICIAL ACTION INDICATED (OA1) {Indicate Agency in Remarks) O HFD-730 -
(4) 0 NOTANFDA OBLIGATION (3) O CITATION (7) [0 RECALL o
(5) O REFERRED TO HOME DISTRICT O HFV-236
_{6) O INSUFFICIENT INFO.UNABLETOEVAL. | (4) [J SEIZURE (8) (0 NOACTION O HF2-343
REMARKS 5 Q ‘Lc) Cﬂjﬂlu :ée/ %e‘ ~ eca /U\ad/«o o — O HFC-161 -
0

Tl
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EXHIBIT 910-D

= Adverse Reaction Questionnaire | ?
: Complaint Number: S7E ‘/0(8 Investigator: 7z -D )(73’(

., w0 &L _

Consumer Information

Initial Report Source; OORA Consumer Injury
Dlte of Repon: 7/%/47 . W b o W DR Ak o
MM/DDIYY “WTelephone DCorrespondence OMedWalch
oUSP OPQRS OPoison Cantrol OCDC
Name Gender: M(F oM Age: 59
Race; ;Zf 1-White ©2-Black 03-Asian/Pacific Islander  04-Native American  O5-Hispanic
08-Other, 09-Unknown

Information on Adverse Reaction

Date of Adverse Reaction: 5/7/97 Give the site of consumption/ingestion (e.g. bome, restaurant, office):
Previous Reaction to Product Type: OYes . KNO HolE

The following information relates to the consumers® use of the product.

Describe the adverse event (including syptoms and the time lapse from using product tp onset of symptoms):

e | stanled wspey proshed misl-say statles! Foelinp 5D G108/,

How long did the symptoms last? ,¥%7 7o Hoshiae é/?' - ﬁum//ﬂv//e By /455 e’ G 24/97,
Give the circumstances of exposure (i.e. how much was taken, how was the product takea and how often was it taken, elc.).

2 /4@4&/5‘//47 - d w/ wates /4/452125 MM 3/;/4y)

List all Medication(s), Dietary Supplemeut(s), Food(s), and other product(s) used at i f the eveat:
CAPToLAIL.  (Bus (1t TaBS FX /Aty ("{oyfs’x/ﬁé W  Blizessurt

Did event abate afier use of suspected prodhct stopped or dose reduced: OYes ONo XUnknown

Did symptoms reoccur after reintroduction of suspected product: 0Yes ONo OUnkaown )l@ot Applicable r
Did symptoms reoccur after using other products with the same ingredients: OYes ONo DOUnksown ot Applicable
Medical Information

j 'Was 1 health care provider seen?: J¥es ONo
= Glve health care provider's name, ddress and telephone number:

Occupation of Health Care Provider: )@m GOsteopath DNaturopath ONurse  DPharmacist
RO0ther (specify)

What medical tests were pecformed and what were the results? AWG1Y /456 ¥ med. 2CdS. waE BEEA/
REGUESTED € lo)ll oo fawmded 7 UR-636.

What was the medical diagnosis? #4427 a774cic
What treatment(s) was given (e.g., drugs, other)? fud l)/w//e’ gy/mss @

Were there any preexisting condition(s)/treatment(s)? .
0T ¥ES. 1ot heen mcluding alergies, snd chronic diseasea); W¥es ONo #/5H BEO0D reesstyle

Aff #3 Ty G7-6%8- B

317 72%/77 000003
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EXHIBIT 910-D INVE3TIGATIONS OPERATIONS J!AANuAl.?

Product Category

1. Adverse reaction to:
;%ledical Food (under medical supervision) OlInfant Formula

ietury Supplement {n viumln; wn esscnUsl minenl; & proteln; o berd or ilmilar nutritiona! subst Inchding botanicals much & ginseng and yohimbe; aming
scidy; waracn from animal glands, gartic extract; fish olls; oil of svening primrose; fxn such & prylium sad guar yum; compounds net geserslly recognieed s food or

autcaty, such ss bioflavonohls, eazyma, permaniurg, pucleks scide, pars-uming-benzok acid, and natin: aod mixtum of ingrodients,)
. VITAIN  FORTI/7E,

WEHEAL A ) ot ltrive (7 za.,?)

OOther (traditional food)

"

!
2. CPForeign Object (specify):

3. OOther (specify):

Information on Suspected/Alleged Product

Give the product name as listed on the label (including the recommended dosage/serving size, rbcomzcndod duration of use,
and indications for use s lisied on the label): D Zecr7nus ce owe M ¥ o 8 oz, g RH.

U Ouvitawitiws e 30 wmwales peFE M€4j( Wa/dy E#é'
Oun TR iM_ EXT7A _ =&¢a¢§=2&&bqu3mmﬁ/ § ywenease
Vit Foakbied lerdA ek ; : *7
DET Wi 4 02 (”gm) 3 ga,/,wyc//ﬁ oven /é’/t/o/ of 7% /0 /a7s

List product ingredients (if ingredients are suspected to be present, but not verified, list as suspected):
OCheck hers if ingredients are unknown Leolis, k.
7_CoN7ANS MO MUde Z#AM 90,‘}5, ra zl/ Colfuuve. .

Vivaurw A Vitnwin C, € [ 7a 60, Toptsie, Tadie, |

?@ﬂu //‘C ,46 /}/

If a particular ingredient iz suspected of contributing to the reaction, please indicate the appropriats category below:

OAspartame DColor Additive (please specify)
CMonosodium Glutamats
;Sulﬁw 2 ;'/( ¥ (
Other_ (= /s 20n / Vin
OUpknown 5 5 envi

Is the product label available, if yes submit a quality copy along with this questionnaire: }Qu ONo H9Unknown
Product Sample Available: ¢4 ONo OUnknown 97.7, 8B - B70

Outcome Attributed to Adverse Eventt
(If yes, include pertinent medical records)

Death: 6Yeca )ﬁ%
Life-Threatening: /ﬂ&u ONo

|

Hospltalimion:)f{ea ONo (if YES, indicate if initial or prolonged)

Required intervention to prevent permanent impainmeat/damage; s ONo

000004

Did the adverse reaction result in a congenital anomsaly: OYea ONo MY ABWN
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
PUBLIC HEALTH SERVICE
FOOD AND DRUG ADMINISTRATION
KANSAS CITY DISTRICT

MEMORANDUM

Date: August 25, 1997

To: CFSAN/Division of Field Program Planning and
Evaluation (HFS-636) ATTN: Adverse Reaction Monitor

From: Randy D. Baxter, CSO

Subj: OmniTRIM Herbal Tea w/ ephedrine reaction F/U (Project
#12452 KAN-DO Assignment 97-0205)

Dealer: Dist:

On 7/22/97 I visited the residence of Mrs._ @ the above
listed address. Mrs. M rrovided information regarding the
purchase and use of the herbal tea w/ ephedrine. Mrs.| Iz 1s0
explained her medical condition which she believes was caused as a
result of ingestion of the OmniTrim product.

During this wvisit I obtained Mrs. _authorization for
medical records disclosure. The disclosure and all medical records

are attached as Att.# 1, 24 pages. Medical records were provided
oy [ 7 <o a:tachod arc
coples O orms 2516 & 2516a, IOM 910-D, Omnitrition promotional
literature, and a 2 page affidavit signed by*

I also visited Ms. _(see 2516) 7/24/97. Ms. B statea

her medical conditions were brought on by stress due to a number of
personal problems, not the herbal products. Ms. also reported
she was not _hospitalized as is stated in the Complaint/Injury
Report. Ms. -pcontinues to use and sell Omnitrition’s products,
stating the tea and coffee drinks give her energy and make her feel
great.

O: HFS-636

CC:
ce: - {ng BZ gﬂ“ L6.
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TO: Lori A. Love, M.D.
CRRS
. .
FROM: Constance J. Hardy, R.D.
DPEP
DATE: April 15, 1999

SUBJECT: AEMS12452

the sister or _today concerning her sister’s use of the

e stated she is her sister’s babysitter and that she only took 1 package of

I spoke to
product Omni [rim.
the product at a time.

File name-
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